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DETAILED ACTION 

Ciainis 1-10 are pending. 

Prioriiy 

Acknowledgment is made of applicant's claim for foreign priority based on an application 
filed in the United Kingdom on August 21, 2002. It is noted, however, that applicant has not 
filed a certified copy of the GB 0219512.1 application as required by 3S U.S.C. 1 19(b}. 

Specification 

Claims 2-10 are objected to because of the following informalities: the word(s) "claim" 
in said claims is improperly capitalized. Appropriate correction is required. 



Claim Rejections - 35 (JSC § 102 

(b) the invention was patented or described in a printed' publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-2 and 5-10 are rejected under 35 U»S.C. 102(b) as being anticipated by 
Haeberlin (WO 01/39745). 

Applicants claim (1) a dry powder composition comprising (a) at least about 0.25% w/w 
of an active ingredient with a particle size of less than 10 microns in diameter and (b) a 
pharmaceutically acceptable particulate carrier with a particle size of less than 250 microns in 
diameter (claim 1) or wherein the active is present in an amount less than 10% w/w (claim 2), 
wherein the active is formoterol or a pharmaceutically acceptable salt thereof (claims 6-7), the 
carrier is lactose (claim 5); (2) a capsule containing from 1-25 mg of a dry powder composition 
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of claim 1 or 4 (claim 8); (3) a MDPI (i.e. a multidose dry powder inhaler) comprising a 
reservoir containing the dry powder of claim 1 or 4 (claim 9); and (4) a method for the treatment 
of chronic obstructive pulmonary (COPD) disease by the step of administering the dry powder of 
claim 1 or 4 (claim 10). 

Haeberlin discloses dry powder formulations that are particularly effective for the 
treatment of COPD when administered by inhalation as a dry powder comprising formoterol 
in admixture with a diluent or carrier in an amount of 400 micrograms to 5^000 
micrograms per microgram of formoterol active (pg 1, 2"** paragraph). A composition 
comprising 400 micrograms of diluent and 1 microgram of formoterol active comprises 0.25% 
w/w active . Formoterol may be in the form of its free base or in the form of a pharmaceuticallv 
acceptable salt (pg. 2, lines 1-3). A particularly preferred formoterol salt is formoterol 
fumarate . especially formoterol fumarate dihydrate (pg. 2, 2"^ paragraph beginning on said 
page). Suitable diluents or carriers include lactose (pg. 2, last three lines of said page). 
Lactose is a preferred diluent (pg. 3, line 1). The mean particle diameter of formoterol active (A) 
is preferably up to lO'microns, especially preferably 1-5 microns (pg. 3, lines 4-6). The diluent 
or carrier (B) has a maximum diameter of 300 microns, preferably a maximum diameter of 
212 microns (pg. 3, lines. 6-8). In a preferred embodiment the dry powder is in a capsule 
containing a unit dose of (A), wherein the amount of diluent/carrier is preferably such that the 
total weight of the dry powder per capsule is between 5 mg to 25 mg (pg. 3, 2^ paragraph). 
Doses of formoterol active may be from 1 microgram to 60 micrograms (pg. 3, 2"^ paragraph). 
In another preferred embodiment the dry powder is in a reservoir of a multi*dose dry powder 
inhaler fi.e> MDPI> adapted to deliver a unit dose (pg. 4, 2"*' paragraph). Multi-dose dry powder 
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inhalers are well known in the art and commercially available (pg. 4, 2"^ paragraph). Gelatin 
capsules containing dry powder compositions comprising formoterol fumarate dihydrate in 
admixture with lactose monohydrate are exemplified in Examples 1-29. Example 6 discloses a 
composition wherein the formoterol active is present in an amount of 0.24% w/w. 

Claims 1-7 are rejected under 35 U.S.C* 102(b) as being anticipated by Keller (WO 
00/28979), wherein U.S. Patent No. 6,645,466 is used being used as the English language 
equivalent. 

Applicant's claims 1-2 and 5-7 have been described above in the rejection under 35 

1? 

U.S.C. § 102(b) as being anticipated by Haeberlin. In claims 3-4, Applicant claims dry powder 
compositions wherein the composition comprises about 0.26 % to about 1% w/w active (claim 3) 
or about 0.265 % to about 0.5 % w/w active (claim 4), wherein "about" is defined in [0019] of 
the instant specification to mean a variance of 5% of both the upper and lower limits of stated 
values in a range of values. • ' 

Keller discloses in Example 1 pharmaceutical dry powder formulations with an improved 

*> 

resistance to moisture comprising^99>23% w/w lactose monohydrate^ 0.50 % w/w magnesium 
stcarate^ and 0.27 % w/w formdterol fumarate, wherein the lactose .roonohvdrate particles 
all have a size of less than 200 microns (see also, title, abstract, and claims). Keller discloses 
that the pharmaceutically active |;ompounds in the disclosed powder formulations preferably 
have a mean particle diameter with: a maximum of 10 microns, in particular at most a diameter of 

5 microns (col. 9, lines 8-16). Keller discloses that the invented dry powder formulations are 

ii • 

particularly advantageously for jise in multidose dry powder inhalers, whtch contain a 
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powder reservoir (col. 9, lines 4-7). Keller also discloses that in general the mean particle 
diameter of the carriers is preferably 50-200 microns (col. 7, lines 50-53), wherein lactose 
monohydrate is a generally preferred carrier (col. 8, line 7). 



Claim Rejections - 35 USC§J03 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Ofi^ice action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims . 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue, and 
resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e). (f) or (g) prior art under 35 U,S.C. 103(a). 

Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Haeberlin (WO 01/39745). 

NOTE: This rejection is being made in favor of compact prosecution and in 
anticipation of Applicant's amendment of the instant claims to recite an amount of 
active greater than 0.25% w/w. 

Applicant Claims 

Applicant's claims 1-2 and 5-10 have been described above in the rejection under 35 
U.S.C. § 102(b) as being anticipated by Haeberlin. In claims 3-4, Applicant claims dry powder 
compositions wherein the composition comprises about 0.26 % to about 1% w/w active (claim 3) 
or about 0.265 % to about 0.5 % w/w active (claim 4), wherein "about" is defined in [0019] of 
the instant specification to mean a variance of 5% of both the upper and lower limits of stated 
values in a range of values. 

Determination of the Scope and Content of the Prior Art (MPEP §214h01) 
The disclosures of Haeberlin have been set forth above in the instant application. 

Ascertainment of the Difference BetweenSicope the Prior Art and the Claims 

(MPEP §2141.012) 
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Haeberlin lacks the teaching of dry powder compositions comprising about 0.26% w/w to 
about 1% w/w active ingredient 

Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 

It would have been obvious to a person of ordinary skill in the art at the time of the 
instant invention to optimize the amounts of formoterol in the compositions of Haeberlin 
according to the needs of subjects in need of administration of formoterol, for example, subjects 
in need of administration of formoterol to treat COPD. The ratio of formoterol to diluent/carrier 
disclosed on page 1 of Haeberlin is described as a particularly effective formulation for the 
treatment of COPD, however, this description of the dry powder compositions as being 
"particularly effective'' does not constitute a teaching away from compositions having greater 
amounts of formoterol active relative to the diluent/carrier. The amount of a specific ingredient 
in a composition is clearly a result effective parameter that a person of ordinary skill in the art 
would routinely optimize. Optimization of parameters is a routine practice that would be 
obvious for a person of ordinary skill in the art to employ. It would have been customary for an 
artisan of ordinary skill to determine the optimal amount of each ingredient needed to achieve 
the desired results. Thus, absent some demonstration of unexpected results from the claimed 
parameters, the optimization of ingredient amounts would have been obvio,us at the time of 
applicant's invention. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. IQl which states, "whoever invents or discovers any new and useful 
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process ... may obtain a patent therefor..." (Emphasis added). Thus, the term "same invention," 
in this context, means an invention drawn to identical subject matter. See Miller v. Eagle Mfg, 
Co,, 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re 
VogeU 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

Applicant is advised that should claim 6 be found allowable, claim 7 will be objected 
to under 37 CFR 1.75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it is proper after allowing one claim to object to the other 
as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). Claims 6 and 7 
are identical. 

Claims liM4<*7, and 9 are provisionally rejected on the ground of nonstatutory 
obviousness*type double patenting as being unpatentable over claims 1 and 9-11 of 
copending Application No. 10/6469361 (copending ^361) in view of Haeberlin (WO 

01/39745). The cited claims of the instant application and copending '361 although different are 
not patentably distinct, because the claims of both applications are mutually overlapping in scope 
and obvious. Independent claim 1 of the instant iq>plication claims a dry powder composition 
comprising (a) at least about 0.25% w/w of an active ingredient with a particle size of less than 
10 microns in diameter and (b) a pharmaceutically acceptable particulate carrier with a particle 
size of less than 250 microns in diameter. Independent claim 1 of copending '361 claims a dry 
powder inhalation composition comprising (a) medicament particles and (b) a mixture of lactose 
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particles with a VMF of between about 70 and about 120 microns and a diameter of less than 250 
microns. Lactose is a known diluent/carrier used in dry powder formulations. Dependent claim 
10 of copending '361 claims a dry powder inhalation composition wherein the medicament 
particles are formoterol fumarate dihydrate. The cited claims of copending '361 lack the express 
teaching of particle sizes for the medicament particles and the amount of medicament particles in 
said dry powder compositions. This deficiency is cured by the teachings of Haeberlin, which 
have been set forth above. It would have been obvious to a skilled artisan to combine the 
teachings of Haeberlin vdth those of copending '361 to obtain suggested active to diluent/carrier 
ratios and suitable active particle sizes useful for dry powders intended for inhalation. A skilled 
artisan would have had a reasonable expectation of success upon combination of the teaching of 
copending *361 with those of Haeberlin because both teach dry powder inhalation compositions 
wherein the active is formoterol and Haeberlin's compositions arc particularly effective in the 
U-eatmentofCOPD. 

This is a provisional obviousness-type double patenting rejection. 

Other Matter 

The Examiner respectfully suggests removing the parentheses in claims 1-4 surrounding 
the words "by weight of the composition'* to ensure that said phrase is understood as an intended 
claim limitation. 



Conclusion 

Claims 1-10 are rejection. Claims 2-10 are objected. No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James H. Alstrum-Acevedo whose telephone number is (571) 
272-5548. The examiner can normally be reached on M-F, 9:00-6:30, with every other Friday 

off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on (571) 272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 57 1 -273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from cither Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

James H. Alstrum-Acevedo, Ph.D, 
Patent Examiner 
Technology Center 1600 




Johann Richter, Ph. D., Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



